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Title  21 — Food  and  Drugs 

CHAPTER  III— SPECIAL  ACTiON  OFFICE 

FOR  DRUG  ABUSE  PREVENTION 

PART  1401— CONFIDENTIALITY  OF  DRUG 
ABUSE  PATIENT  RECORDS 

In  the  Federal  Register  of  November 
17.  1972  (Vol.  37.  No.  223,  pages  24636- 
24639) .  a  new  Part  401  was  added  to 
Title  21  of  the  Code  of  FWeral  Regula¬ 
tions  entitled  “Confidentiality  of  Drug 
Abuse  Patient  Records.”  (37  CTTR  401). 
This  part  was  promulgated  as  an  inter¬ 
pretative  regulation  to  deal  comprehen¬ 
sively  with  both  substantive  and  proce¬ 
dural  problems  which  had  arisen  imder 
section  408  of  Public  Law  92-255  (21 
U.S.C.  1175).  the  Drug  Abuse  Office  and 
Treatment  Act  of  1972. 

By  order  published  in  the  Federal 
Register  on  September  24,  1973  (38  FR 
26111),  Part  401,  Chapter  in  of  Title  21 
ol  the  Code  of  Federal  Regulations  was 
redesignated  as  Part  1401,  Chapter  III 
of  Title  21  and  §§  401.01  through  401.73 
therein  were  redesignated  as  1401.01  to 
1401.73,  respectively.  Accordingly,  all 
references  and  changes  herein  relate  to 
the  numbered  sections  as  redesignated 
rather  than  the  numbered  sections  as 
originally  published. 

To  provide  information  necessary  to 
aid  the  Director  of  the  Special  Action 
Office  for  Drug  Abuse  Prevention  in  de¬ 
termining  whether  this  regulation 
should  be  amended,  revoked,  or  reissued, 
interested  persons  were  invited  to  submit 
written  data,  views,  and  arguments.  Nu¬ 
merous  comments,  suggestions,  and  rec¬ 
ommendations  were  received  from  pro¬ 
fessional  and  other  organizations  and 
individuals  as  well  as  known  authorities 
in  the  field  of  drug  abuse  treatment  and 
rehabilitation.  Without  exception,  the 
comments  supported  the  underlying 
policy  of  protecting  the  privacy  of  pa¬ 
tients  in  federally  authorized  or  sup¬ 
ported  drug  abuse  prevention  programs 
as  a  necessary  step  in  reducing  the  inci¬ 
dence  of  drug  abuse  in  our  society. 

The  Special  Action  Office  has  given 
serious  consideration  to  all  of  the  com¬ 
ments,  suggestions,  and  recommenda¬ 
tions.  Many  of  them  could  not  be  adop¬ 
ted  without  changes  in  section  408  of 
the  act.  Several  were  based  on  a  miscon¬ 
struction  of  the  regulations  and  re¬ 
quired  no  changes.  Others  raised  ques¬ 
tions  regarding  certain  sections  of  the 
regulation  which  required  clarification  or 
changes.  The  Director  has  determined 
that  all  of  the  amendments,  which  are 
hereinafter  set  forth,  are  necessary  or 
desirable  in  furtherance  of  the  Govern¬ 
ment’s  policy  of  securing  the  privacy  of 
patient  records  as  an  important  part  of 
its  program  of  minimizing  the  adverse 
social  consequences  of  drug  abuse. 

A  summary  review  of  the  comments 
and  recommendations  and  the  action 
taken  with  respect  to  each  are  set  forth 
below,  followed  by  the  full  text  of  the 
regulation  as  revised. 

1.  Definition  of  drug  abuse  prevention 
function.  Through  inadvertence,  the  de¬ 
finition  of  “drug  abuse  prevention  fimc- 
tion  authorized  or  assisted  imder  provi¬ 


sions  of  the  act  or  any  act  amended  by 
the  act”  as  appearing  in  §  1401.01  of  the 
regulations,  embraced  only  those  pro¬ 
grams  which  (1)  are  conducted  by  an 
agency  or  department  of  the  United 
States  Government  or  (2)  are  conducted 
by  virtue  of  a  license,  permit,  or  other 
authorization  from  any  such  agency  or 
department.  It  was  intended  that  this 
definition  also  should  include  any  drug 
abuse  prevention  function  which  is  sup¬ 
ported  by  any  agency  or  department  of 
the  United  States  pursuant  to  Federal 
law.  Section  1401.01  is  so  amended. 

2.  Definition  of  medical  personnel. 
Under  §  1401.01(g)  the  definition  of 
“medical  personnel”  includes  physicians, 
nurses,  psychologists,  counsellors,  and 
supporting  clerical  and  technical  per¬ 
sonnel.  A  recommendation  has  been 
made  that  this  definition  be  clarified 
with  respect  to  social  workers  and  staff 
members  in  training  positions.  Section 
1401.01(g)  has  been  amended  to  make  it 
clear  that  these  persons  are  included  in 
the  definition,  as  well  as  to  explicitly  in¬ 
clude  financial  and  administrative  per¬ 
sonnel  such  as  those  processing  insur¬ 
ance  claims  directly  related  to  treatment. 

3.  Definition  of  records.  Section  408(a) 
provides  that:  “Records  of  the  identity, 
diagnosis,  *  •  are  to  be  kept  confi¬ 
dential.  The  comment  has  been  made 
that  this  section  does  not  refer  to  “com¬ 
munications”  and  the  question  has  been 
raised  as  to  whether  communications 
and  other  types  of  information  were  in¬ 
tended  to  be  protected  against  unau¬ 
thorized  disclosures.  While  it  is  true  that 
section  408  does  not  refer  to  “communi¬ 
cations,”  it  is  obvious  that  the  policy  of 
the  section  would  be  defeated  if  drug 
treatment  personnel  were  allowed  to  dis¬ 
close  communications  or  other  unre¬ 
corded  information  received  from  the 
patient,  whether  or  not  they  were  per¬ 
mitted  to  disclose  the  records  based  upon 
such  commimications.  Any  other  inter¬ 
pretation  would  defeat  the  principal  ob¬ 
jective  of  section  408  in  attempting  to 
encourage  drug  addicts  to  volunteer  in  a 
drug  treatment  program.  We  have  con¬ 
strued  section  408  as  applying  not  only  to 
“records”  but  also  to  all  communications 
and  other  information  relating  to  the 
patient’s  identity,  diagnosis,  prognosis,  or 
treatment  in  a  federally  authorized  or 
supported  drug  abuse  prevention  activity. 
Therefore,  if  information  would  be 
treated  as  confidential  if  recorded,  it 
should  receive  the  same  protection  if  not 
recorded.  Paragraph  (h)  of  §  1401.01  has 
been  added  to  express  this  interpretation. 

4.  Applicability  prior  to  March  1, 1972. 
An  inquiry  has  been  received  as  to 
whether  section  408  applies  to  records  in 
existence  prior  to  the  publication  of  the 
regulations  or  the  enactment  of  the  sta¬ 
tute.  Section  408  of  P.L.  92-255  applies  to 
records  “maintained  in  connection  with 
the  performance  of  any  drug  abuse  pre¬ 
vention  function  authorized  or  assisted 
under  any  provision  of  this  act  or  any 
act  amended  by  this  act.”  This  is  imple¬ 
mented  by  S  1401.02  which  makes  sec¬ 
tion  408  applicable  to  records  made  on  or 
after  March  21,  1972,  the  date  of  enact¬ 


ment  of  Pi.  92-255.  Therefore,  provi¬ 
sions  of  section  408  would  apply  to  any 
records  of  a  patient  generated  after 
March  21,  1972.  Also,  they  would  appfly 
to  all  records  of  a  patient  generated  prior 
to  March  21,  1972,  provided  he  was  an 
active  participant  in  a  treatment  pro¬ 
gram  on  that  date  and  such  participa- 
-tion  represented  a  single  continuous  pro¬ 
gram.  Therefore,  the  record  of  a  patient 
actively  participating  in  a  federally  au¬ 
thorized  or  supported  drug  abuse  pre¬ 
vention  program  on  March  21,  1972, 
should  be  considered  as  confidential  in 
its  entirety  even  though  part  of  it  was 
generated  immediately  prior  to  that  date. 
Section  1401.02(a)  of  the  regulations  is 
amended  to  clarify  this  point. 

5.  Disclosure  to  governmental  person¬ 
nel  for  purposes  of  obtaining  benefits. 
Section  1401.23  provides  for  disclosure 
with  the  patient’s  consent  for  the  pur¬ 
pose  of  obtaining  public  benefits.  A  rec¬ 
ommendation  has  been  made  that  limita¬ 
tions  should  be  set  upon  the  nature  and 
extent  of  the  information  legitimately 
needed  to  qualify  for  benefits.  In  effect, 
the  patient  already  has  the  right  to  limit 
the  extent  of  disclosure  for  purposes  of 
obtaining  these  benefits.  Section  1401.06 
limits  disclosure  to  information  neces¬ 
sary  in  the  light  of  the  need  or  purpose 
for  the  disclosure  and  imder  §  1401.21, 
the  patient  in  granting  consent,  must 
specify  the  type  of  information  to  be  dis¬ 
closed.  In  view  of  the  restrictions  in  these 
two  sections,  no  further  limitations  are 
deemed  necessary  in  §  1401.23. 

6.  Disclosure  in  connection  with  judicial 
or  administrative  proceedings.  Section 
408(b)(1)(B)  permits  a  patient  to  con¬ 
sent  to  disclosure  to  governmental  per¬ 
sonnel  for  the  purpose  of  obtaining  bene¬ 
fits  to  which  the  patient  is  entitled. 
Numerous  questions  have  been  raised 
concerning  the  authority  of  a  patient  to 
consent  to  a  disclosure  in  a  judicial  or 
administrative  proceeding  which  Involves 
an  issue  relating  to  a  patient’s  claim, 
benefit,  or  a  right  to  which  the  patient 
is  entitled.  Under  §  1401.24,  similar  dis¬ 
closures  are  authorized  in  connection 
with  parole,  probation,  or  suspension  of 
prosecution.  To  clarify  this  question,  a 
new  paragraph  (d)  has  been  added  to 
§  1401.23.  This  section  provides  that 
whenever  a  patient  is  entitled  to  any 
claim  or  other  'benefit  which  is  an  issue 
in  any  judicial  or  administrative  pro¬ 
ceeding  and  some  part  or  all  of  his  drug 
abuse  record  is  relevant  to,  and  necessary 
in  support  of,  such  claim  or  benefit,  such 
patient  may  consent  to  disclosure  of  his 
record  to  the  extent  needed  to  support 
such  claim  or  other  benefit.  When  any 
such  disclosure  is  authorized,  the  court, 
administrative  tribunal,  or  other  govern¬ 
mental  body  or  official  should  be  alerted 
as  to  the  need  to  maintain  confidentiality 
and  to  avoid,  to  the  extent  practicable, 
any  further  disclosure  of  the  record  or 
the  patient’s  identification. 

7.  Evaluation  of  employment  data  for 
purposes  of  rehabilitation.  Section  408(b) 
(1)  (B)  of  Public  Law  92-255  (21  U.S.C. 
1175(b)(1)(B))  permits  disclosure  with 
the  patient’s  consent  “to  government 


Ik 


ft 


FEDERAL  REGISTER,  VOL  38,  NO.  234— THURSDAY,  DECEMBER  6,  1973 


RULES  AND  REGULATIONS 


33745 


personnel  for  the  purpose  of  obtaining 
benefits  to  which  the  patient  is  entitled.” 
Section  101  of  the  Act  contains  an  ex¬ 
press  finding  that  the  success  of  Federal 
drug  abuse  programs  and  activities  re¬ 
quires  a  recognition  that  education, 
treatment,  and  rehabilitation  are  inter¬ 
related.  Section  103(b)  defines  “drug 
abuse  prevention  function”  as  any  pro¬ 
gram  relating  to  education,  training, 
treatment,  rehabilitation  or  research  and 
includes  “any  such  function  even  when 
performed  by  an  organization  whose  pri¬ 
mary  mission  is  in  the  field  of  drug  traflBc 
prevention  functions  or  is  unrelated  to 
drugs.”  The  Director  of  the  Special 
Action  Office  has  determined  that  em¬ 
ployers,  employment  agencies  and  em¬ 
ployment  services  which  have  demon¬ 
strated  their  willingness  to  assist  in  the 
employment  of  persons  who  are  present 
or  past  patients  in  a  drug  abuse  treat¬ 
ment  or  rehabilitation  program  are  per¬ 
forming  an  essential  drug  abuse  preven¬ 
tion  function.  Section  1401.26  now  pro¬ 
vides  that  .an  evaluation  of  patient’s 
progress  or  status  in  a  treatment  program 
may  be  furnished  to  an  employer  but  only 
after  the  patient  has  been  employed  or 
has  been  accepted  for  employment.  This 
section  is  now  revised  to  permit  limited 
disclosmes  to  employers  and  employment 
agencies  and  services  which  have  agreed 
to  assist  such  patients,  both  present  and 
past,  in  obtaining  gainful  employment. 
Disclosure  is  permitted  only  with  the 
patient’s  consent  and  is  limited  to  an 
evaluation  of  such  patient’s  status  or 
progress  in  treatment  or  rehabilitation 
program.  Section  1401.26  is  amended 
accordingly. 

8.  Consent  of  a  minor  patient  to  dis¬ 
close  to  parents.  Two  questions  have  been 
raised  concerning  the  disclosure  of  the 
records  of  a  minor  patient  to  his  parents. 
The  first  question  concerns  the  authority 
for  such  disclosure.  The  second  question 
inquires  as  to  whether  a  minor  patient 
is  authorized  to  give  consent.  The  answer 
to  the  first  question  is  set  forth  in 
§  1401.26(b)  of  the  regulations.  This  sec¬ 
tion  provides  that  information  in  the 
nature  of  a  general  evaluation  of  a  pa¬ 
tient’s  present  or  past  status  in  a  treat¬ 
ment  program  may  be  furnished  to  mem¬ 
bers  of  the  patient’s  family  if,  in  the 
judgement  of  a  qualified  physician  or 
coimsellor,  such  information  would  be 
helpful  in  the  treatment  or  rehabilita¬ 
tion  of  the  patient  and  the  patient  makes 
a  written  request  that  such  information 
be  furnished.  It  should  be  noted  that  this 
provision  is  limited  to  the  disclosure  of 
a  mere  evaluation  of  the  patient’s  status 
or  progress  in  a  treatment  program  and 
also  can  only  be  done  if  requested  by  the 
minor. 

Regarding  the  second  question, 
whether  a  minor  would  have  authority  to 
consent  to  disclosure  where  otherwise 
permitted,  the  answer  to  this  question 
would  depend  upon  local  law  in  view  of 
the  fact  that  section  408  establishes  no 
specific  rule  on  the  question.  Of  course, 
if  the  minor  is  considered  incompetent 
under  local  law,  consent  can  then  be 
rendered  by  a  guardian  or  conservator  or 


if  deceased  by  his  personal  representa¬ 
tive  as  provided  in  §  1401.04.  However, 
this  would  apply  only  in  cases  where  dis¬ 
closure  is  otherwise  authorized  with  pa¬ 
tient’s  consent  under  section  408  or  the 
regulations. 

Neither  of  these  comments  require  any 
change  in  the  regulations  since  they  have 
been  dealt  with  already  to  the  extent 
permissible  under  law.  Therefore,  no  re¬ 
visions  are  considered  necessary. 

9.  Health  and  other  insurance  claims. 
There  have  been  numerous  instances  in 
which  patients,  or  former  patients  in  a 
drug  abuse  prevention  program,  have  en¬ 
countered  difficulty  in  supporting  their 
claims  for  reimbursement  or  payment 
under  health  or  other  insurance  arrange¬ 
ments  or  programs  under  which  they  are 
beneficiaries.  A  major  cause  of  this  dif¬ 
ficulty  is  attributable  to  the  reluctance  of 
drug  abuse  programs  to  disclose  the  nec¬ 
essary  information  from  the  patient’s 
record  to  support  the  claim  notwith¬ 
standing  the  fact  that  any  such  pay¬ 
ment  or  reimbursement  is  directly  re¬ 
lated  to  the  patient’s  treatment,  which 
is  part  of  the  definition  of  “drug  abuse 
prevention  function”  in  section  103(b) 
of  Public  Law  92-255.  Therefore,  in  order 
to  clarify  the  law  governing  records  per¬ 
taining  to  such  claims,  a  new  §  1401.27 
has  been  added  specifically  authorizing 
a  limited  disclosure  of  information  in  a 
patient’s  record  with  his  consent  to  the 
extent  necessary  to  support  a  claim  for 
payment  or  reimbursement  under  a 
health  or  other  insurance  program  for 
the  benefit  of  the  patient  and  under  cir¬ 
cumstances  in  which  such  claim  is  re¬ 
lated  to  the  performance  of  a  drug  abuse 
prevention  function,  i.e.,  treatment  or 
rehabilitation. 

10.  Disclosure  to  a  registry.  Section 
1401.43  of  the  regulations  permits  dis¬ 
closure  among  programs  and  to  a  registry 
serving  such  programs.  It  has  been  sug¬ 
gested  that  the  regulations  should  spell 
out  the  extent  of  supervision  necessary 
for  the  maintenance  of  a  registry.  Other¬ 
wise,  it  has  been  argued,  the  potential 
for  abuse  of  a  centralized  listing  of  per¬ 
sons  so  closely  afiOliated  with  illicit  be¬ 
havior  could  undermine  the  basic  policy 
of  confidentiality  in  section  408.  Section 
1401.43  is  intended  to  permit  the  opera¬ 
tion  of  a  central  intake  facility  to  prevent 
simultaneous  registration  in  more  than 
one  methadone  program  and  to  assure 
that  potential  patients  are  made  aware 
of  vacancies  in  any  participating  pro¬ 
grams.  Such  a  registry  is  simply  an  ex¬ 
tension  of  the  treatment  program  and 
since  the  registry  is  prohibited  from 
making  any  disclosure  except  as  author¬ 
ized  under  section  408  and  the  regula¬ 
tions,  there  is  adequate  protection  of  the 
privacy  of  patients  against  unauthorized 
disclosures.  Moreover,  the  information 
which  can  be  collected  or  retained  by 
such  a  registry  is  strictly  limited  to  that 
which  is  necessary  to  the  performance  of 
its  functions.  Therefore,  the  Special  Ac¬ 
tion  Office  deems  it  unnecessary  to  spec¬ 
ify  additional  limitations  at  this  time. 

11.  Research,  audits  and  program  eval¬ 
uations.  Referring  to  the  fact  that  sec¬ 


tion  408(b)  (2)  (B)  authorizes  disclosure 
without  the  consent  of  the  patient  to 
“qualified  personnel”  for  the  purpose  of 
conducting  scientific  research,  manage¬ 
ment  or  financial  audits  or  program  eval¬ 
uations,  it  was  noted  that  §  1401.44  of 
the  regulations  does  not  offer  any  guid¬ 
ance  as  to  what  persons  come  under  the 
classification  of  “qualified  personnel.” 

“Qualified  personnel”  under  section 
408(b)  (2)  (B)  of  the  act  applies  prin¬ 
cipally  to  two  groups.  The  first  group  in¬ 
cludes  personnel  making  management 
or  financial  audits  and  program  evalua¬ 
tions.  Except  in  special  circumstances, 
these  fimctions  would  be  performed  only 
by  Federal,  State,  or  local  governmental 
licensing,  regulatory,  or  accrediting 
agencies  which  have  oversight  or  other 
official  responsibility  with  respect  to  such 
functions.  The  second  group  includes 
personnel  conducting  scientific  research 
or  evaluations.  This  group  would  include 
principally  individuals,  groups  or  organi¬ 
zations  having  primary  responsibility  for 
the  collection,  evaluation,  and  dissemi¬ 
nation  of  information  in  connection  with 
a  scientific  or  program  evaluation  study 
for  which  actual  drug  abuse  data  is 
needed.  Paragraph  (b)  has  been  added 
to  §  1401.44  to  define  “qualified  person¬ 
nel”  as  used  in  section  408(b)  (2)  (B) . 

12.  Disclosure  to  State  agencies  as  re¬ 
quired  by  statute.  Several  comments  have 
been  made  that  State  statutes,  in  many 
instances,  require  a  disclosure  to  the 
State  Public  Health  Department  or  other 
State  boards  or  agencies  to  carry  out 
some  local  policy  objective,  such  as  a 
check  on  doctors  to  determine  possible 
abuse  in  the  treatment  of  drug  addicted 
patients.  Apparently,  some  doubt  has 
been  expressed  that  section  408  and  the 
regulations  do  not  cover  this  situation. 
Attention  is  directed  to  §  1401.44  which 
authorizes  disclosure  without  the  con¬ 
sent  of  a  patient  to  qualified  personnel 
for  purposes  of  conducting  scientific  re¬ 
search,  management  audits,  financial 
audits,  or  program  evaluations.  To  the 
extent  that  personnel  of  State  agencies 
or  boards  are  serving  some  legitimate 
objective  related  to  one  of  the  purposes 
indicated  in  this  section,  disclosure  to 
such  personnel  would  seem  to  come 
within  the  intent  of  section  408(b)  (2)  (B) 
of  Public  Law  92-255  and  §  1401.44 
of  the  regulations.  Attention  is  specifi¬ 
cally  invited,  however,  to  the  fact  that 
section  408(b)  (2)  (B)  protects  the  pa¬ 
tient  in  that  any  qualified  personnel  re¬ 
ceiving  patient  information  is  prohibited 
from  disclosing,  directly  or  indirectly, 
the  identity  of  any  individual  patient. 
If  any  State  law  provided  otherwise,  the 
Federal  policy  as  set  forth  in  section 
408(b)  (2)  (B)  would  prevail.  Conse¬ 
quently,  if  the  State  personnel  involved 
meet  the  qualifications  test  by  reason  of 
conducting  scientific  research,  manage¬ 
ment  or  financial  audits  or  program  eval¬ 
uations  and  they  remain  subject  to  the 
policy  in  section  408. with  respect  to  fur¬ 
ther  disclosiu'e,  in  most  instances  dis¬ 
closure  to  such  personnel  is  authorized. 
However,  a  program  director  need  not 
authorize  a  disclosure  under  section  408 
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(b)  (2)  (B>  if  he  does  not  have  assurance 
that  the  patient’s  rights  of  confidential¬ 
ity  are  respected.  It  is  believed,  there¬ 
fore,  that  a  reasonable  interpretation  of 
this  section  will  accommodate  most  prob¬ 
lems  that  might  arise  thereunder  and 
therefore  no  changes  are  being  made  at 
this  time. 

13.  Disclosure  in  court  proceedings — 
court  orders.  Several  questions  have  been 
raised  regarding  disclosures  in  court  pro¬ 
ceedings  and  the  procedure  and  authority 
for  making  such  disclosures  in  certain 
situations. 

(a)  One  comment  referred  to  a  situ¬ 
ation  in  which  the  drug  addiction  of  the 
husband  was  a  ground  for  divorce  and 
therefore  was  relevant  to  a  proceeding 
for  divorce  initiated  by  the  wife.  Assum¬ 
ing  other  evidence  is  not  available,  the 
proper  procedure  in  such  a  case  would  be 
to  obtain  a  court  order  vmder  section 
408(b)  (2)  (C)  based  upon  a  showing  of 
good  cause.  This  would  be  done  under 
§  1401.72  of  the  regulations  and  the  court 
should  be  asked  to  receive  the  evidence 
in  camera. 

(b)  Another  question  related  to  the 
lack  of  a  requirement  of  notice  to  the 
patient  and  an  opportunity  to  participate 
in  a  court  proceeding  under  section  408 
(b)  (2)  (C)  of  the  act.  This  question 
raised  the  issue  that  due  process  should 
require  an  opportunity  to  participate  in 
what  may  be  a  critical  stage  of  a  crim¬ 
inal  proceeding,  otherwise  the  proceed¬ 
ings  would  be  ex  parte  with  only  the 
applicant  and  the  judge  present.  The 
further  comment  is  made  that  the  regu¬ 
lations  contain  no  definitional  guidance 
as  to  what  constitutes  the  “public  inter¬ 
est”  in  the  granting  of  a  court  order  and 
recommends  that  more  specific  guidance 
be  included  in  any  revision  of  the  regu¬ 
lations.  Attention  is  invited  to  §  1401.72 
which  sets  forth  information,  which 
should  be  included  in  an  application  for 
a  court  order  under  section  408(b)  (2)  (C) 
of  the  act.  This  information  is  intended 
to  assist  the  court  in  making  a  finding 
as  to  whether  disclosure  in  any  particular 
case  would  be  in  the  public  interest.  Until 
there  is  compelling  evidence  of  a  need  to 
provide  further  clarification,  the  Special 
Action  OfiBce  deems  it  imdesirable  to 
make  additional  changes  on  these  points. 

(c)  A  related  comment  suggests  that 
section  408  requires  that  the  court  con¬ 
sider  the  possible  injury  to  the  patient 
and  to  the  physician-patient  relationship 
in  any  proceeding  to  determine  whether 
an  order  should  be  granted  in  the  public 
interest.  It  is  indicated  that  in  any  such 
proceeding  the  identity  of  the  patient  will 
be  disclosed  and  information  concerning 
him  as  a  patient  will  be  the  subject  of 
discussion  at  the  hearing  and  conse¬ 
quently  in  effect  would  constitute  a  dam¬ 
aging  disclosure  in  violation  of  the  intent 
of  section  408.  This  is  a  valid  comment 
but  it  assumes  that  the  patient’s  identi¬ 
fication  will  be  disclosed  at  the  hearing. 
Counsel,  as  well  as  the  court,  should  be 
alerted  to  the  dangers  of  such  disclosiu'e 
in  order  to  avoid  the  identification  of  a 
specific  patient  as  the  subject  of  the  hear¬ 
ing.  This  can  be  done  by  an  agreement 
between  counsel  and  the  court  that  the 
patient’s  name  will  not  be  identified  in 


the  proceedings.  Also,  whenever  it  will 
serve  the  interests  of  justice,  disclosure 
should  be  made  in  camera  and  the  record 
sealed. 

In  view  of  the  foregoing  recommenda¬ 
tions,  it  is  hereby  found  that  good  cause 
exists  to  make  the  amendments  in  the 
regulation  as  described  above.  It  is  hereby 
determined  that  good  cause  exists  to 
make  these  amendments  effective  im¬ 
mediately,  that  such  amendments  con¬ 
stitute  interpretative  rules  within  the 
meaning  of  section  553(b)  of  title  5, 
United  States  Code,  and  accordingly  that 
notice  and  public  procedure  thereon  prior 
to  their  effectiveness  are  not  required  by 
law.  Therefore,  it  is  ordered  that  title 
21,  Chapter  m.  Part  1401  of  the  Code 
of  Federal  Regulations  be  amended  ac¬ 
cordingly  and  as  amended  will  read  as 
hereinafter  set  forth,  effective  upon  pub¬ 
lication  in  the  Federal  Register. 

By  order  of  the  Director  of  the  Sp>ecial 
Action  Office  for  Drug  Abuse  Prevention, 
November  29,  1973. 

Grasty  Crews  II, 
General  Counsel. 
General  Provisions 

1401.01  Definitions. 

1401.02  Applicability. 

1401.03  General  rules  regarding  confi¬ 
dentiality. 

1401.04  Incompetent  or  deceased  patients. 
1401 .05  Security  precautions. 

1401.06  Extent  of  disclosure. 

Disclosures  Without  Court  Authorization 
AND  With  Consent  of  Patient 

1401.21  Form  of  consent. 

1401.22  Disclosure  to  medical  personnel. 

1401.23  Disclosure  to  governmental  person¬ 

nel  for  purpose  of  obtaining  bene¬ 
fits. 

1401.24  Disclosure  in  connection  with  pa¬ 

role,  probation,  or  suspension  of 
prosecution. 

1401.25  Disclosure  to  legal  counsel. 

1401.26  Evaluations  In  connection  with  re¬ 

habilitation. 

Disclosures  Without  Court  Authorization 
AND  Without  Consent  of  Patient 

1401.41  Disclosure  without  consent  in  gen¬ 

eral. 

1401.42  Medical  emergency. 

1401.43  Records  maintained  in  connection 

with  chemotherapeutic  treat¬ 
ment. 

1401.44  Research,  audits,  and  program 

evaluation. 

Criminal  Penalties 

1401.51  Penalty  for  unauthorized  disclosure. 

Interpretation  of  Section  408(b)  (2)  (C)  in 
Relation  to  Other  Laws 

1401.61  Relationship  of  section  408(b)(2) 

(C)  to  other  provisions  of  section 
408  and  to  other  legislation  gen¬ 
erally. 

1401.62  Scope  of  orders;  relationship  to  con¬ 

fidentiality  provisions  of  Public 
Law  91-513. 

INTERPRETATIVX  GUIDELINES  FOR  APPLICATIONS 
AND  Orders  Under  Section  408(b)  (2)  (C) 

1401.71  Applications  for  orders  should  be 

restricted  to  records  of  specified 
patients. 

1401.72  Information  which  should  be  fur- 

nl^ed  In  support  of  application. 

1401.73  Suggested  safeguards  against  un¬ 

necessary  disclosures. 


Authority:  The  provisions  of  this  Part 
1401  are  authorized  under  sections  213,  221, 
222,  and  408  of  the  Drug  Abuse  Office  and 
Treatment  Act  of  1972  (Public  Law  92-255; 

21  U.S.C.  1122,  1131,  1132,  and  1175),  and 
other  relevant  provisions  of  law. 

General  Provisions 
§  1401.01  Definitions. 

For  the  purposes  of  this  part,  the  fol¬ 
lowing  words  shall  have  the  meanings 
indicated: 

(a)  The  term  “Act”  means  the  Drug 
Abuse  Office  and  'Treatment  Act  of  1972 
(Public  Law  92-255)  including  such 
amendments  thereto  as  may  be  in  effect 
at  the  time  the  provision  referring  to  it 
is  applied. 

(b)  The  term  “Director”  means  the 
Director  of  the  Special  Action  Office  for 
Drug  Abuse  Prevention. 

(c)  The  term  “drug  abuse  prevention 
function”  means  any  program  or  activity 
relating  to  drug  abuse  education,  train¬ 
ing.  treatment,  rehabilitation,  or  re¬ 
search,  and  Includes  any  such  fxmction 
even  when  performed  by  an  organization 
whose  prtniary  mission  is  in  the  field  of 
drug  traffic  prevention  functions  (as  de¬ 
fined  in  21  U.S.C.  1103(c)).  or  is  unre¬ 
lated  to  drugs. 

(d)  The  term  “drug  abuse  prevention 
function  authorized  or  assisted  imder  any 
provision  of  the  Act  or  any  act  amended 
by  the  Act”  means  any  drug  abuse  pre¬ 
vention  function — 

(1)  Which  is  conducted  or  supported, 
in  whole  or  in  part,  by  any  department, 
agency,  or  instrumentality  of  the 
United  States,  or 

(2)  For  the  lawful  conduct  of  which 
in  whole  or  part  any  license,  permit,  or 
other  authorization  is  required  to  be 
granted  by  any  d^artment  or  agency  of 
the  United  States. 

(e)  The  term  “patient”  means  any 
person  who  is  or  has  been  interviewed, 
examined,  diagnosed,  treated,  or  re¬ 
habilitated  in  connection  with  any  drug 
abuse  prevention  function  and  includes 
any  person  who,  after  arrest  on  a  crimi¬ 
nal  charge,  is  interviewed  and/or  tested 
in  connection  with  drug  abuse  prelimi¬ 
nary  to  a  determination  as  to  eligibility 
to  i>ai4icipate  in  a  drug  abuse  prevention 
program  with  the  approval  of  the  court. 

(f)  The  term  “governmental  person¬ 
nel”  means  those  persons  who  are  em¬ 
ployed  by  the  UJS.  Government,  by  any 
State  government,  or  by  any  agency  or 
political  subdivision  of  either,  and  in¬ 
cludes  Veto'ans  Administration  person¬ 
nel  as  described  in  S  1401.23(b) . 

(g)  The  term  “medical  personnel”  in¬ 
cludes  imyslclans,  nurses,  psychologists, 
counselors,  social  workers,  and  support¬ 
ing  administrative,  financial,  clerical, 
and  technical  personnel. 

(h)  ’The  term  “records”  as  used  in  sec¬ 
tion  408(a)  shall  Include  communica¬ 
tions  and  other  information,  whether 
recorded  or  not,  relating  to  the  identity, 
diagnosis,  prognosis  or  treatment  of  a 
patient. 

§  1401.02  Applicability. 

(a)  Except  as  provided  in  paragraph 
(b)  of  this  section,  this  part  applies  to 
records  or  any  part  thereof  made  on  or 
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after  March  21,  1972,  of  the  identity, 
diagnosis,  prognosis,  or  treatment  of  any 
patient  whi<di  are  maintained  In  connec- 
tlcm  with  the  performance  of  any  drug 
abuse  prevention  function  authorized  or 
assisted  imder  the  Act  or  any  act 
amended  by  the  Act,  This  part  applies 
also  to  records  maintained  for  patients 
actively  participating  in  a  treatment 
program  prior  to  March  21,  1972  where 
such  prior  treatment  is  part  of  one  con¬ 
tinuous  treatment  activity  still  subsisting 
on  that  date. 

(b)  The  provisions  of  section  408  of 
the  Act  (21  U.S.C.  1175)  and  the  re¬ 
maining  provisions  of  this  part  do  not 
apply  to  any  Interchange  of  records  en¬ 
tirely  within  the  Armed  Forces,  within 
those  components  of  the  Veterans  Ad¬ 
ministration  furnishing  health  care  to 
veterans,  or  between  such  components 
and  the  Armed  Forces,  but  otherwise 
such  section  and  this  part  apply  to  any 
communication  to  or  from  any  person 
outside  the  Armed  Forces  or  such  com¬ 
ponents  of  the  Veterans  Administration. 

§  1401.03  General  rules  regarding  con¬ 
fidentiality. 

Records  of  the  Identity,  diagnosis, 
prognosis,  or  treatment  of  any  patl^t 
which  are  maintained  In  cminectlon  with 
the  performance  of  any  drug  abtise  pre¬ 
vention  function  shall  be  confidential, 
may  be  disclosed  only  as  authorized  by 
this  part,  and  may  not  otherwise  be  di¬ 
vulge  In  any  civil,  criminal,  adminis¬ 
trative,  or  legislative  proceeding  con¬ 
ducted  by  any  Federal,  State,  or  local 
authority,  whether  such  proceeding  Is 
commenced  before  or  after  the  effective 
date  of  this  part. 

§  1401.04  Incompetent  or  deceased  pa¬ 
tients. 

In  any  case  In  which  disclosure  is  au¬ 
thorized  with  the  consoit  of  the  patloit, 
such  ctmsent  may  be  given  by  a  guardian, 
ctmservator,  or  other  court-appointed 
designee  in  the  case  of  an  Incompetent 
patient,  and  by  an  executor,  adminis¬ 
trator,  or  other  perscmal  representative 
in  the  case  of  a  deceased  patient. 

§  1401.05  Security  precautions. 

(a)  Apprcgiriate  precauti<xis  should  be 
taken  for  the  security  of  records  to  which 
this  part  applies.  The  succeeding  para¬ 
graphs  of  this  section  set  forth  examples 
of  such  precautions,  but  these  should  be 
added  to  or  may  be  modified  in  the  ll^t 
of  individual  ctrctimstanoes. 

(b)  The  file  of  each  patient  main¬ 
tained  in  connecti<m  with  the  perform¬ 
ance  of  any  drug  abuse  prevention  func¬ 
tion  should  be  marked  “Confidential 
Patient  Information,”  as  should  any  rec¬ 
ord  identifying  an  individual  as  a  drug 
abuse  patient,  Including  photographs, 
fingerprints,  reports  of  skin  abrasions 
indicating  diug  use,  or  other  documenta¬ 
tion  of  patient  identification. 

(c)  Each  file  drawer,  cabinet,  or  other 
container  in  which  such  files  are  kept 
should  be  conspicuously  labeled  with 
a  cautionary  statement  such  as  the 
following: 


CoNnoorriAi.  Patient  Information 

Any  unauthorized  dladosure 
Is  a  Federal  offense. 

§  1401.06  Extent  of  disclosure. 

Any  disclosure  made  xmder  this  part, 
whether  with  or  without  the  patient’s 
ccmsent,  shall  be  limited  to  information 
necessary  in  the  light  of  the  need  or 
purpose  for  the  disclosure. 

Disclosures  Without  Court  Authoriza¬ 
tion  AND  With  Consent  of  Patient 

§  1401.21  Form  of  consent. 

(a)  Where  disclosure  Is  authorized 
with  the  consent  of  the  patient,  such 
consent  must,  except  as  otherwise  pro¬ 
vided,  be  in  writing  and  signed  by  the 
patient.  Such  consent  must  state — 

(1)  The  name  of  the  person  or  or¬ 
ganization  to  whom  disclosure  is  to  be 
made, 

(2)  The  specific  type  of  information 
to  be  disclosed,  and 

(3)  The  purpose  or  need  for  such 
disclosure. 

§  1401.22  Disclosure  to  medical  person¬ 
nel. 

With  the  patient’s  consent,  disclosiure 
to  medical  personnel  is  authorized  for 
the  purposes  of  diagnosis  or  treatment. 
The  consent  must  be  in  writing  and  in 
the  form  prescribed  in  §  1401.21.  All  med¬ 
ical  personnel  'to  whom  disclosure  is 
made  shall  be  subject  to  all  of  the  rules 
on  confidentiality  as  set  forth  in  this 
part. 

§  1401.23  Disclosure  to  governmental 
personnel  for  purpose  of  obtaining 
benefits. 

(a)  Benefits  generally.  With  the  writ¬ 
ten  consent  of  a  patient,  disclosure  is 
authorized  to  governmental  personnel 
for  the  purpose  of  obtaining  benefits  to 
which  the  patient  is  entitled.  For  the 
purposes  of  this  section,  benefits  to 
which  a  patient  is  entitled  Include,  but 
are  not  limited  to,  any  welfare,  medicare, 
or  other  public  financial  assistance  au¬ 
thorized  by  Federal,  State,  or  local  law, 
the  suspension  of  prosecution,  the  grant¬ 
ing  of  probation  or  parole,  public  pension 
or  retirement  benefits,  and  any  other 
benefit  conferred  by  lawful  authority. 

(b)  Veterans  benefits.  Disclosure  may 
be  made  to  Veterans  Administration  per¬ 
sonnel  for  the  purpose  of  determining  a 
patient’s  eligibility  for  hospitalization, 
pension,  or  other  veterans’  benefits.  For 
the  purpose  of  this  section.  Veterans 
Administration  personnel  indudes  any 
personnel  (whether  or  not  employed  or 
compensated  by  the  Veterans  Adminis¬ 
tration)  authorized  by  the  Veterans  Ad¬ 
ministration  to  assist  patients  in  the 
preparation  and  submission  of  their 
claims. 

^  (c)  Welfare  benefits.  Where  treatment 
for  drug  abuse  has  been  made  a  condi- 
ticm  to  the  granting  or  continuation  of  a 
welfare  or  other  public  benefit,  disclosure 
is  authorized  to  governmental  personnel 
responsible  for  the  administration  or  de¬ 
termination  of  such  benefits. 


(d)  Claims  or  benefits  adjudicated  in 
judicial  or  administrative  proceedings. 
In  any  proceeding  before  a  court,  an  ad¬ 
ministrative  tribunal,  or  other  govern¬ 
mental  body  or  official  having  authority 
to  approve  or  diss^prove,  or  to  recom¬ 
mend  approval  or  disapproval,  of  a 
claim  or  other  benefit  to  which  a  patient 
is  entitled  and  all  or  some  part  of  such 
patient’s  drug  abuse  record  is  relevant 
and  necessary  to  the  determination  of 
such  claim  or  other  benefit,  such  patient 
may  consent  to,  and  authorize  the  dis¬ 
closure  of  such  record  or  portion  thereof 
deemed  necessary  to  support  such  claim 
or  benefit.  When  any  such  disclosure  is 
authorized,  the  court,  administrative 
tribunal,  or  other  governmental  body  or 
official  should  be  alerted  as  to  the  need 
to  maintain  confidentiality  and  to  avoid, 
to  the  extent  practicable,  any  further 
disclosure  of  the  record  or  the  patient’s 
identification. 

§  1401.24  Disclosure  in  connection  with 
parole,  probation,  or  suspension  of 
prosecution. 

(a)  In  the  case  of  a  drug  abuser 
charged  with  a  criminal  offense  or  who 
is  subject  to  parole  or  other  probationary 
action  and  who  has  agreed  to  participate 
in  a  drug  abuse  prevention  treatment 
program  as  a  condition  of  release  from 
confinement  or  as  a  condition  to  the 
dropping,  deferral,  or  suspension  of 
charges  or  Judgment,  disclosure  of  such 
person’s  treatment  records  in  connection 
with  such  program  is  authorized  if  the 
patient  consents  in  writing  to  participate 
in  such  program  and  consents  to  dis¬ 
closure  in  accordance  vrlth  §  1401.21. 

(b)  Disclosure  pursuant  to  this  sec¬ 
tion  shall  be  limited  to  the  patient’s 
attorney  and  to  governmental  personnel 
having  responsibility  with  respect  to  the 
prosecution  of  the  patient  or  for  super¬ 
vising  his  probation  or  parole. 

§  1401.25  Disclosure  to  legal  counsel. 

(a)  In  any  situation  in  which  disclo¬ 
sure  is  permitted  with  the  patient’s  con¬ 
sent  for  one  or  more  of  the  authorized 
purposes  as  stated  in  this  part  and  the 
patient  has  secured  the  advice  of  legal 
counsel,  disclosure  may  be  made  to  the 
patient’s  attorney  upon  the  written  ap¬ 
plication  of  the  patient  endorsed  by  the 
attorney. 

(b)  In  any  situation  in  which  a  pa¬ 
tient  seeks  the  advice  of  legal  coimsel 
on  the  question  of  waiving  confiden¬ 
tiality,  disclosure  is  authorized  to  the 
extent  necessary  to  render  such  advice, 
if  written  application  for  such  disclosure 
is  made  by  the  patient  and  endorsed  by 
the  attorney. 

§  1401.26  Evaluation  in  connection  with 
rehabilitation. 

(a)  Whenever  a  patient  or  former  pa¬ 
tient  has  been  employed  or  is  seeking  em¬ 
ployment  and  such  employment  is  con¬ 
ditioned  upmi  his  status  or  progress  in  a 
•treatment  program,  an  evaluation  of 
such  status  or  progress  by  qualified 
medical  personnel  may  be  furnished  to 
responsible  emplo3maent  services,  agen¬ 
cies,  or  employers  which  have  demon- 
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strated  their  willingness  to  employ,  or 
assist  in  the  employment  of,  present  or 
former  drug  abusers  in  a  drug  abuse 
treatment  or  rehabilitation  program. 
Such  organizations,  agencies  or  employ¬ 
ers  shall  maintain  such  evaluation  as 
confidential  and  shall  not  disclose  any 
part  therof  to  any  other  person  or  or¬ 
ganization.  Any  disclosure  under  this 
section  shall  be  subject  to  all  of  the  fol¬ 
lowing  conditions: 

(1)  The  request  for  such  an  evalua¬ 
tion  must  be  in  writing  and  signed  by 
the  patient. 

(2)  The  request  must  Identify  the  em¬ 
ployer  (or  official  therein)  cooperating  in 
the  patient’s  rehabilitation  program. 

(3)  The  treatment  organization  must 
verify  the  authenticity  of  the  request  by 
telephone  or  other  means  of  communica¬ 
tion  and  ascertain  the  extent  that  the 
information  is  need  to  verify  the  pa¬ 
tient’s  treatment  status. 

(4)  The  information  shall  be  limited 
to  that  reasonably  necessary  in  view  of 
the  type  of  employment  involved. 

(5)  No  information  may  be  furnished 
by  a  treatment  organization  vinless  the 
orgsmization  is  satisfied  on  the  basis  of 
past  experience  or  other  credible  Infor¬ 
mation  (which  may  in  appropriate  cases 
consist  of  a  written  statement  by  the 
employer)  that  such  information  will  be 
us^  for  the  purpose  of  assisting  in  the 
rehabilitation  of  the  patient  and  not  for 
the  purpose  of  identifying  the  individual 
as  a  patient  in  order  to  deny  him  em- 
plo3mient  or  advancement  because  of  his 
history  of  drug  abuse. 

(b)  Information  in  the  nature  of  a 
general  evaluation  of  a  patient’s  present 
or  past  status  in  a  treatment  program 
may  be  fiimished  to  members  of  the  pa¬ 
tient’s  family  if.  in  the  judgment  of  a 
qualified  physician  or  counsellor,  such 
information  would  be  helpful  in  treat¬ 
ment  or  rehabilitation  of  the  patient  and 
the  patient  makes  a  written  request  for 
such  information  to  be  furnished. 

§  1401.27  Disclosure  for  purposes  of 
rollecUng  health  or  other  insurance 
claims. 

A  patient  who  has  entered  a  dnig  abuse 
prevention  program  for  diagnosis  or 
treatment  may  for  the  purpose  of  such 
diagnosis  or  treatment  (including  the 
financing  thereof)  authorize  the  dis- 
clostire  of  information  contained  in  his 
record  to  the  extent  necessary  to  sup¬ 
port  a  claim  for  payment  or  reimburse¬ 
ment  under  a  health  or  other  insurance 
program  carried  by  or  in  behalf  of  the 
patient  and  imder  which  such  patient  is 
a  beneficiary  or  participant.  Any  such 
disclosure  shall  be  limited  only  to  infor¬ 
mation  which  is  directly  relevant  to,  and 
necessary  in  support  of,  a  claim  for  pay¬ 
ment  or  reimbursement  imder  such 
health  or  insurance  program  for  the 
b^efit  of  the  patient  and  any  informa¬ 
tion  so  disclosed  remains  subject  to  all 
of  the  restrictions  of  this  part  with  re¬ 
spect  to  any  further  disclosure. 


DiscLOSTJBKS  Without  Court  Author¬ 
ization  AND  Without  Consent  of 
Patient 

§  1401.41  Disclosure  without  consent  in 
general. 

(a)  Disclosure  of  a  patient’s  records 
may  be  made  without  the  consent  of  the 
paUent  and  without  authority  of  a  court 
order  as  follows: 

(1)  To  medical  personnel  to  meet  a 
medical  emergency;  and 

(2)  To  qualified  personnel  for  purposes 
of  research,  audits,  or  program  eval¬ 
uation. 

§  1401.42  Medical  emergency. 

Disclosure  to  medical  personnel,  either 
private  or  governmental,  is  authorized 
without  the  consent  of  a  patient  only 
when  necessary  to  meet  a  bona  fide 
medical  emergency  and  only  to  the  ex¬ 
tent  necessary  to  meet  such  emergency. 
For  the  purposes  of  this  section  a  bona 
fide  emergency  may  be  considered  to 
exist  whenever  competent  medical  au¬ 
thority  has  determined  that  the  life  or 
health  of  the  patient  involved  may  be 
impaired  and  medical  treatment  without 
the  record  could  be  detrimental  to  the 
patient’s  health.  Where,  for  example,  a 
person  is  Incarcerated  and  claims  to  be 
a  patient  in  a  methadone  treatment  pro¬ 
gram,  this  claim  may  be  verified  by  in¬ 
quiry  to  the  treatment  center 
administering  the  program  or  to  a  reg¬ 
istry  such  as  is  referred  to  In  §  1401.43  in 
order  to  avoid  overdose  on  the  one  hand, 
or  the  danger  of  untreated  withdrawal 
on  the  other. 

§  1401.43  Records  maintained  in  con¬ 
nection  with  chemotherapeutic  treat¬ 
ment. 

The  communication  of  information  re¬ 
lating  to  patient  identity  and  dosage  be¬ 
tween  or  among  programs  approved  by 
the  Commissioner  of  Food  and  Drugs 
pursuant  to  S  130.44  of  this  title,  or  be¬ 
tween  such  programs  and  a  registry 
serving  them,  shall  not  be  considered  as 
a  disclosure  in  violation  of  section  408(a) 
of  the  Act  (21  U.S.C.  1175(a)),  but  any 
such  information  received  by  any  such 
registry  shall  be  fully  subject  to  section 
408  of  the  Act  and  to  the  provisions  of 
this  part. 

§  144)1.44  Research,  udits,  and  program 
evaluation. 

(a)  Disclosure  without  consent  is  au¬ 
thorized  to  qualified  personnel  for  the 
purpose  of  conducting  scientific  re¬ 
search,  management  audits,  financial 
audits,  or  program  evaluation,  but  such 
personnel  may  not  identify,  directly  or 
indirectly,  any  Individual  patient  in  any 
report  of  such  research,  audit,  or  eval¬ 
uation,  or  otherwise  disclose  patient 
identities  in  any  manner.  Information 
so  obtained  may  be  used  in  enforcing 
lawful  requirements  imposed  with  re¬ 
spect  to  the  operation  of  treatment  pro¬ 
grams  employing  controlled  substances, 
but  section  408(c)  of  the  Act  (21  U.S.C. 


1175(c) )  specifically  prohibits  the  use  of 
patient  records  to  Initiate  or  substantiate 
any  criminal  charges  against  a  patient 
or  to  conduct  any  investigation  of  a 
patient,  except  as  authorized  under  a 
court  order  granted  under  section  408 
(b)(2)(C)  (21  U.S.C.  1175(b)(2)(C)). 
As  used  in  this  section,  the  term  “quali¬ 
fied  personnel’’  means  persons  whose 
training  and  experience  are  appropriate 
to  the  nature  of  the  work  in  which  they 
are  engaged,  and  who  are  performing 
such  work  with  adequate  administrative 
safeguards  against  unauthorized  dis¬ 
closures. 

Criminal  Pxnaltbs 

§  1401.51  Penalty  for  unauthorized  dis¬ 
closure. 

Subsection  (e)  of  section  408  of  the 
Act  (21  n.S.C.  1175)  provides  that  ex¬ 
cept  as  authorized  under  subsection  (b) 
of  that  section,  any  person  who  discloses 
the  contents  of  any  record  referred  to  in 
subsection  (a)  of  that  section  shall  be 
fined  not  more  than  $500  in  the  case  of  a 
first  offense,  and  not  more  than  $5,000 
in  the  case  of  each  subsequent  offense. 

Interpretation  of  Section  408(b)  (2)  (C) 
IN  Relation  to  Other  Laws 

§  1401.61  Relationship  of  section  408 
(b)(2)(C)  to  other  provisions  of 
section  408  and  to  other  legislation 
generally. 

Section  408(b)(2)(C)  of  the  Act  (21 
U.S.C.  1175(b)(2)(C))  empowers  the 
courts,  in  appropriate  circumstances,  to 
authorize  disclosures  which  would  other¬ 
wise  be  prohibited  by  section  408(a). 
Both  the  positioning  of  this  authority 
in  the  bill  as  initially  passed  by  the  Sen¬ 
ate  and  the  explicit  crossreference  in  sec¬ 
tion  408(a)  of  the  final  Act  make  clear 
the  congressional  Intent  that  section  408 
(b)  (2)  (C)  operate  as  a  mechanism  for 
the  relief  of  ^e  408(a)  strictures  and  not 
as  an  affirmative  grant  of  Jurisdiction  to 
authorize  disclosures  prohibited  by  other 
provisions  of  law,  whether  Federal  or 
State.  By  the  same  token,  it  should  be 
noted  that  the  authority  which  section 
408(b)(2)(C)  of  the  Act  (21  U.S.C.  1175 
(b)(2)(C))  confers  on  courts  to  issue 
orders  authorizing  the  disclosure  of  recr 
ords  applies  only  to  records  referred  to 
in  section  408(a)  (21  U.S.C.  1175(a))  — 
that  is,  the  records  maintained  by  op¬ 
erating  treatment  or  research  programs, 
and  not  to  secondary  records  generated 
by  the  disclosure  of  the  408(a)  records 
to  researchers,  auditors,  or  evaluators 
pursuant  to  section  408(b)  (2)  (B) . 

§  1401.62  Scope  of  orders;  relationship 
to  confidentiality  provisions  of  Pub¬ 
lic  Law  91-513. 

(a)  It  is  abundantly  clear  that  section 
408(b)  (2)  (C)  was  not  intended  to  confer 
jurisdiction  on  any  coxurt  to  compel  dis¬ 
closure  of  any  information,  but  solely  to 
authorize  such  disclosure.  An  order  or 
provision  of  an  order  based  on  some  other 
authority,  or  a  subpoena,  or  other  appro- 
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prlate  legal  process,  is  required  to  compel 
disclosure.  To  Illustrate,  if  a  person  who 
maintains  records  subject  to  sectlon’408 

(a)  of  the  Act  is  merely  requested,  or  Is 
even  served  with  a  subpoena,  to  disclose 
information  contained  therein  which  is 
a  type  whose  disclosure  is  not  authorized 
under  section  408  of  the  Act  or  any  of  the 
foregoing  provisions  of  this  part,  he 
must  refuse  such  a  request  unless,  and 
imtll,  an  order  Is  Issued  imder  section 
408(b)(2)(C).  Such  an  order  could  au¬ 
thorize,  but  could  not,  of  its  own  force, 
require  disclosure.  If  there  were  no  sub- 
pena  or  other  compulsory  process,  the 
custodian  of  the  records  would  have  the 
discretion  as  to  whether  to  disclose  the 
information  sought  unless  and  imtil  dis¬ 
closure  were  ordered  by  means  of  appro¬ 
priate  legal  process,  the  authority  for 
which  would  have  to  be  found  in  some 
source  other  than  section  408  of  the  Act. 
This  result  Is  compelled  by  the  language 
of  section  408(b)  (2)  Itself.  The  words 
used,  “the  content  of  such  record  may  be 
disclosed  •  *  •  if  authorized  by  an  appro¬ 
priate  order”  are  too  explicit  and  too  well 
established  as  words  of  art  to  be  inter¬ 
preted  as  meaning  “the  content  of  such 
record  shall  be  disclosed  if  required  by  an 
appropriate  order.” 

(b)  (1)  This  interpretation  of  the 
permissible  scope  of  a  408(b)  (2)  (C)  or¬ 
der  Is  not  only  appropriate  in  the  light 
of  the  purposes,  language,  and  legislative 
history  of  the  Act  in  which  it  appears,  but 
also  is  necessary  in  order  to  harmonize 
that  section  with  other  legislation  deal¬ 
ing  with  a  narrower  aspect  of  the  same 
subject  matter.  By  sections  3(a)  and  502 

(c)  of  the  Comprehensive  Drug  Abuse 
Control  and  Treatment  Act  of  1970  (42 
U.S.C.  242a(a);  21  U.S.C.  872(c)),  Con¬ 
gress  conferred  on  the  Secretsiry  of 
Health,  Education,  and  Welfare  and  on 
the  Attorney  General,  respectively,  power 
to  authorize  persons  engaged  in  drug 
research  to  withhold  names  and  other 
Identifsdng  characteristics  of  persons 
who  are  the  subject  of  such  research, 
and  expressly  provided  that  when  such 
authority  has  been  obtained,  its  holder 
may  not  be  compelled  to  disclose  identi- 
f3ring  Information  “in  any  Federal,  State, 
or  local  civil,  criminal,  administrative, 

legislative,  or  other  proceedings . 

(2)  If  section  408  of  the  1972  Act  were 
to  be  interpreted  as  an  independent  grant 
of  authority  to  compel  testimony,  it 
would  obviously  be  in  direct  conflict  with 
the  provisions  of  the  1970  Act  discussed 


above.  This  becomes  signiflcant,  for  ex¬ 
ample,  in  the  case  of  methadone,  which 
for  the  purpose  of  treating  opiate  addic¬ 
tion  on  a  longer-range  basis  is  classifled 
as  an  experimental  drug  which  may  not 
be  administered  except  in  connection 
with  research.  Nothing  in  either  the  lan¬ 
guage  or  the  legislative  history  of  the 
Act  indicates  any  Intent  on  Uie  part  of 
Congress  to  amend  the  provisions  of 
the  1970  Act  or  to  reduce  the  protection 
which  can  be  afforded  imder  them.  Since 
the  language  of  section  408  permits,  if 
it  does  not  require,  a  construction  which 
harmonizes  with  the  1970  Act,  it  clearly 
should  not  be  construed  to  authorize 
a  court  order  in  derogation  of  any  exer¬ 
cise  of  the  authority  of  the  Secretary  of 
Health,  Education,  and  Welfare  imder 
section  242a(a)  of  title  42,  United  States 
Code,  or  the  Attorney  General  imder 
section  872(c)  of  title  21,  United  States 
Code. 

Interpretative  Guidelines  por  Applica¬ 
tions  AND  Orders  Under  Section 

408(b) (2) (C) 

§  1401.71  Applications  for  orders  should 
be  restricted  to  records  of  specified 
patients. 

Section  408(b)  (2)  (C)  empowers  courts 
of  competent  jurisdiction  to  authorize 
disclosure  only  on  a  showing  of  good 
cause.  That  section  expressly  provides 
that  in  assessing  whether  good  cause 
exists,  the  court  must  weight  the  public 
interest  and  the  need  for  disclosure 
against  the  Injury  (a)  to  the  patient, 

(b)  to  the  physician-patient  relation¬ 
ship,  and  (c)  to  the  treatment  services. 
Because  these  factors  can  only  be 
weighted  with  respect  to  the  particular 
patient  Involved,  any  application  for 
such  an  order  should  relate  only  to  the 
records  (or  a  part  thereof)  of  a  speclflc 
patient  and  should  Include  an  Identlflca- 
tlon  of  the  patient  and  an  Indication 
whether  the  application  is  being  made 
with  or  without  his  consent.  This  con¬ 
clusion  is  buttressed  by  the  form  of  sec¬ 
tion  408,  which  appears  to  have  been 
deliberately  cast  in  terms  of  the  indi¬ 
vidual  patient,  e.g.  section  408(b)(1), 
•  “If  the  patient  •  •  •  gives  his  wrlttai 
consent  •  •  and  408(b)(2),  “If  the 
patimt  •  •  •  does  not  give  his  written 
consent  •  *  suggesting  an  intention 
that  the  disclosure  order  be  limited  to 
the  records  of  a  particular  patient  who 
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either  did  or  did  not  consait  to  the 
disclosure. 

§  1401.72  I  'ormation  which  should  be 
furnished  in  support  of  application. 

In  those  cases  in  which  an  application 
is  not  made  by  or  with  the  consent  of 
the  patient,  or  is  not  joined  in  or  con¬ 
sent^  to  by  the  person  or  organization 
responsible  for  the  records  to  which  it 
relates,  the  Act  Implicitly  requires  that 
such  application  be  supported  by  ade¬ 
quate  information  to  enable  the  court  to 
make  the  following  flndlngs: 

(a)  The  nature  of  the  public  interest 
that  would  be  served  by  granting  the 
application; 

(b)  Any  actual  or  potential  injury, 
either  economic  or  soci^,  that  could  re¬ 
sult  to  the  patient  or  to  the  relationship 
of  the  patient  to  his  physician; 

(c)  The  effect  that  an  order  of  disclo¬ 
sure  would  have  on  the  administraticoi 
of  the  drug-abuse  prevention  program; 
and 

(d)  A  clear  showing  that  the  interests 
of  the  public  are  substantial  in  relation 
to  possible  injury  to  the  patient  or  to  the 
patient-physician  relationship. 

§  1401.73  Suggested  safeguards  against 
unnecessary  disclosures. 

Section  408(b)  (2)  (C)  ImpUcltly  nega¬ 
tives  any  court  order  requiring  unlimited 
disclosure  when  limited  disclosure  would 
serve  the  purpose.  It  states  that  “in  de¬ 
termining  the  extent  to  which  any  dis¬ 
closure  of  all  or  any  part  of  any  record 
is  necessary,”  the  court  is  required  to 
impose  appropriate  safeguards  against 
unauthorized  disclosure.  To  facilitate 
compliance  with  this  requirement,  it 
would  be  within  the  Intent  and  spirit  of 
this  provision  of  section  408  that  any 
such  court  order: 

(a)  Limit  disclosure  to  those  parts  of 
the  patient’s  record  deemed  essential  to 
fulflU  the  objective  for  which  the  order 
was  granted; 

(b)  Limit  disclosure  to  those  persons 
whose  need  for  the  information  is  the 
basis  for  the  order; 

(c)  Require,  where  appropriate,  that 
all  information  disclosed  be  held  In 
camera;  and 

(d)  Include  any  other  appropriate 
measures  to  keep  disclosure  to  a  min¬ 
imum,  consistent  with  the  protection  of 
the  patient,  the  physician-patient  rela¬ 
tionship  and  the  administration  of  the 
drug  abuse  prevention  program. 

[FR  Doc.73-25965  Filed  12-5-73:8:45  am] 
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Requirements 
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they  must  be  kept.  Each  digest  carries 
a  reference  to  the  full  text  of  the  basic 
law  or  r^ulation'  providing  for  such 
retention. 

The  booklet’s  index,  numbering  over 
2,200  items,  lists  for  ready  reference 
the  categories  of  persons,  companies, 
and  products  affected  by  Federal 
record  retention  requirements. 

Price:  $1.50 

Compiled  by  OflSce  of  the  Federal  Register,  National  Archives  and  Records  Service,  General 

Services  Administration 


This  useful  reference  tool  is  designed 
to  keep  buanessmen  and  the  general 
public  informed  concerning  the  many 
published  requirements  in  Federal  laws 
and  regulations  relating  to  record 
retention. 

The  90-page  “Guide”  contains  over 
1,000  digests  which  tell  the  user  (1) 
what  type  records  must  be  kept,  (2) 
who  must  keep  them,  and  (3)  how  long 
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